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Finished product specification: Enzalutamide &o mg capsule

. Identification ATV
. Usunusiedfey ®n.0% - @o&.0% LA
en. Uniformity of Dosage Unit NIV
&. Dissolution zo%Q in mo min
&. Related substances
Impurity B NMT o.e/%
Individual unspecified degradant NMT 0.0%
Total NMT @.0%

. Microbial Enumeration test
TAMC(total aerobic microbial count) NMT e,0c0 cfu/g

TYMC (total yeast and mould count) NMT eoo cfu/e
. Test for specified organisms

E.coli absent cfu/g
Drug substance specification : Enzalutamide
@. |dentification AT
. Usunausnendndy ®&.0% - @olb.o% Solvent free basis
m. Related substances
Impurity A NMT o.e&%
Impurity E NMT o.e&%
Impurity F NMT o.&%
Impurity G NMT o.en%
Each individual unspecified NMT c.e0%
Total NMT @.en%
-
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&. Residual solvents

Methanol NMT @,000 ppm
Isopropanol NMT @,&00 ppm
Isopropyl acetate NMT @,&co ppm
Dimethyl sulfoxide NMT @,&oo ppm
N,N-Dimethylformamide NMT &oo ppm
& Sulfated ash NMT o.e%
o, Heavy metals NMT o ppm
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oo.0 NsAifERLTluUsIAlNY fRAnasdpsdidiunnmiionideduseanngy
nskEREAARANNAAI T SERARlUNSHARET PIC/S (pharmaceutical Inspection Co-operation
Scheme) tagvaea1u PIC/S participating authorities ¥38L8na133UTaIATHIUNIHENLIAY
ydnINATNas TSNS NRLUNNSHARE1TE TN NUANENITUNITOIMTUAZET NTENSTIAISITIEY T
suatilaeiauaensdoasindoufundninaeiuagdsnsialunswanen PIC/S Tumnngni
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WS IUNTSHE AL UMA NN ISR UNSNAREN PIC/S (pharmaceutical Inspection Co-operation
Scheme) lagviheeu PIC/S participating authorities atuaigasuseuntsnaadeuineiinanis
fuses fefulszmesznmanadianvseiinduseoiynaandn udausinsd
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e.me HANINTIVIATIRRAUNINNEASMd WSV vesHNER (Certification  of
analysis of finished product) Tugnsufidadufegn

e.ml HANITATIVIATIVRUNNINAUTeIEE Ay (Certification of analysis
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